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2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 85-89 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claim 85, line 7, the term "the distal tip" lacks prior antecedent basis. 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 34-40, 42-47, 49, 51-65, 69-72, 80-82, 84, 90-97 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Fox (6,018,094) in view of Felt et al 
(5,888,220). 

Fox discloses a kit of parts and a device for sealably introducing fluent material 
directly into a space through an opening (13, 15) extending through portion of bone (12) 
comprising: a seal (19,27) for cooperatively engaging the bone (12) adjacent the 
opening (13,15) for sealing the opening, the seal includes a sealing element (19,27) 
disposed in the lumen, the seal includes a cannula (28) separate from the tube 
(31 ,32,33) the cannula having an interior lumen through which the tube extends in use, 
as best seen in Fig. 6, the exterior of the cannula being configured to securely fit into the 
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opening, the distal end of the cannula is defined by an insertion tip, as best seen in 
FIG. 6, configured for facilitating entry into the opening, the seal is disposed on the 
insertion tip, the insertion tip is capable of engaging endplates of opposing vertebrae 
into the opening, a tube (31 ,32,33) having a passageway, as best seen in FIG. 6, for the 
flow of fluent material therethrough, the tube being configured for cooperative sealed 
engagement through the seal, as best seen in FIG.6; and a quantity of curable fluent 
material (322) adapted to be introduced in a fluid state into the space through the 
passageway of the tube; a vent (33) separate from the tube extending through the seal 
in sealed engagement therewith and in direct communication with the disc space when 
the seal engages the bone; as best seen in FIG.6., the extent defining a vent (33) as 
best seen inFlg.6, separate from the tube and adjacent the tube and arranged to 
communicate with the opening. 

it is noted that in a similar art, Felt et al provide the evidence of the use of 
introducing fluent material directly into the disc space through an opening extending 
through the annulus fibrosis of a disc, comprising a tube having a passage way for the 
flow of fluent material threrethrough and an extent adapted to be received in the 
opening of the annulus fibrosis, a quantity of curable of curable fluent material adapted 
to be introduced in a fluid state into the disc space through the passageway of the tube, 
the material upon curing having properties substitutive of the nucleus pulposus and 
distract two opposing vertebrae and introduce under pressure a curable material 
through the opening contiguously, as set forth in column 4, lines 54, in the distracted 
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opening to cure the biomaterial in situ in order to repair and replace the intervertebral 
disc of the spine. 

Therefore, given the teaching of Fox, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the device of Felt et 
al, as taught by Fox to sealably introduce the biomaterial in the distracted opening to 
cure the biomaterial in situ in order to repair and replace the intervertebral disc of the 
spine. 

With respect to the method claims, the method steps, as set forth, would have been 
obviously carried out in the operation of the device, as set forth above. The method 
steps, such as, creating an opening through the disc annulus fibrosis; distracting the 
vertebral bodies apart to increase disc height, introducing under pressure a curable 
biomaterial having properties substitutive of nucleus pulposus when cured through the 
opening contiguously into the intradiscal space until the intradiscal space is substantially 
filled are fully disclosed by Felt et al; in column 4, lines 39-55, 59-67, column 5, lines 1- 
47, column 6, lines 29-67. 

With regard to the recitation that an element is "configured to" or "configured for", 
it is noted that it has been held that the recitation that an element is "configured for " or 
"configured to" perform a function is not a positive limitation but requires the ability to so 
perform. It does not constitute a limitation in any patentable sense. In addition, the 
manner in which a device is intended to be employed, does not differentiate the claimed 
apparatus from the prior art apparatus satisfying the claimed structural limitation. Ex 
parte Masham, 2 USQ2d 1647 (1887). 
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As to the limitation that the seal is separate or integral with the cannula, it has 
been held that constructing a formerly integral structure in various elements involves 
only routine skill in the art. Nerwin v. Erlichman, 168 USPQ 177,179 or it has been held 
that forming in one piece an article which has formerly been formed in two pieces and 
put together involves only routine skill in the art. Howard v. Detroit Stove Works, 150 
U.S. 164 (1893). 

Allowable Subject Matter 

Claims 85-89 would be allowable if rewritten or amended to overcome the 
rejection(s) under 35 U.S.C. 112, 2nd paragraph, set forth in this Office action. 

Response to Amendment 

Applicant's arguments, see Remarks, filed 4/18/08, with respect to the 
rejection(s) of claim(s) 34-40, 42-4749, 51-65, 69-72,80-97 under 103 have been fully 
considered and are persuasive. Therefore, the rejection has been withdrawn. 
However, upon further consideration, a new ground(s) of rejection is made in view of 
Fox/Felt et al. Fox discloses a seal, a tube and a vent separate from the from the tube 
for introducing fluent material to an opening in the cortical bone. Felt discloses a device 
for introducing fluent material directly into a disc space through an opening formed 
through the annulus fibrosis of the disc. Therefore, combining the device Of Fox with the 
device of Felt et al to arrive at applicant's claimed invention would have been obvious to 
one of ordinary skill in the art. 

Conclusion 



Application/Control Number: 10/667,540 Page 6 

Art Unit: 3733 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pedro Philogene whose telephone number is (571 ) 272- 
4716. The examiner can normally be reached on Monday to Friday 6:30 AM to 4:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on (571) 272 - 4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Pedro Philogene/ 

Primary Examiner, Art Unit 3733 

July 09, 2008 



